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DETAILED ACTION 

Response to Arguments 

Applicant's arguments with respect to claims 1-6 have been considered but are moot in 
view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. Claim 1 line 1 1 recites, "there are two peaks between each circumfcrcntially adjacent 
diamond shaped cell" which is considered new matter-exactly two peaks are not found between 
adjacent diamonds. Details of applicant's stent are shown in figures 4 and 8. Rings or rows of 
diamond cells are shown to alternate with sinusoidal rings. Between circumferentially adjacent 
diamonds, there appears to be either two peaks and three valleys OR three peaks and two valleys 
(depending on what one considers a peak and a valley). For example, if the peaks face the 
proximal end of the stent and the valleys face the distal end of the stent, sometimes two peaks 
exist between circumferentially adjacent diamonds and sometimes three peaks exist between 
circumferentially adjacent diamonds (not always two). Claims 2-6 depend upon claim 1 and 
inherit all problems associated with the claim. 



Application/Control Number: 10/622,725 Page 3 

Art Unit: 3738 

Specification 

The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: The specification does not provide antecedent basis for "substantially 
cylindrical shaped elements", specification instead refers to these as "hoops". The specification 
also does not provide antecedent basis for "peaks and valleys". 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-2 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rhodes et al. 
(US 5,122,154, cited previously) in view of Chevillon et al. (US 2003/0065378 Al, cited 
previously). Referring to claim 1, Rhodes discloses a stent-graft (fig.3) comprising a hollow 
substantially cylindrical radially expandable stent (all 30's) having a plurality of interconnected 
struts (32) forming diamonds, the diamonds connected cylindrically (see figures; each ring 30 is 
a cylindrical shaped element), and a graft member (28) attached to the stent (30's), the graft 
member comprising longitudinally directed pleats (28A). Rhodes discloses a stent graft 
substantially as claimed, however Rhodes discloses a plurality of individual stents along the 
length of the graft instead of a single unitary stent. Chevillon teaches in the same field of stent- 
grafts, the use of a single unitary stent (5', 5"; fig.10, 1 1) having the stent configuration claimed 
(see attachment 1 provided in previous action; which shows two peaks between diamonds; the 
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width of two diamonds is spanned by two or three peaks of the adjacent sinusoidal ring) as an 
alternative to a plurality of individual stents (5; fig.l) along a length of a graft. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made to 
combine Rhodes stent-graft having a plurality of stents, with Chevillon's teaching of using a 
unitary stent as an alternative to a plurality along a graft in order to provide a stent-graft of a 
different stent design still serving the function of supporting the vessel. Stents of various 
structures are well known in the art, including linked, separated, and unitary stents. It would 
have been obvious to substitute one stent for the other, with the use of Rhodes graft as it would 
be common sense Rhodes pleated graft could be used with stents of different designs such as 
those illustrated by Chevillon. 

Referring to claim 2, Rhodes discloses the graft (28) attached to an exterior of the stents 
(col.6 line 66-col.7 line 1). 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chevillon et 
al. (US 2003/00653378 Al, cited previously) in view of Lunn (US 5,476,506, cited previously). 
Referring to claim 1, Chevillon discloses a stent-graft (fig. 10, 1 1) comprising a single hollow 
substantially cylindrical radially expandable stent (5', 5") having the structure claimed (fig. 10, 
1 1 ; attachment 1 provided in previous action shows two or three peaks spanning the width of two 
circumferentially adjacent diamonds) and a graft member (3) attached to the stent (5', 5"), the 
stent being covered by the entire length of the graft (figures). Chevillon discloses the stent-graft 
substantially as claimed, however does not disclose longitudinal pleats on the graft. Lunn 
teaches in the same field of stent-grafts, the use of longitudinal pleats (22, 24; col.3, lines 10-15; 
fig.l, 2) on grafts in order to provide the graft with increased capability for expansion (col.3, 
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lines 42-47). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to combine Chevillon's stent-graft with Lunn's teaching of longitudinal 
pleats on grafts, in order to provide a stent-graft with increased expansion capability, such that 
the stent-graft may be better tailored to the size of the patient's vessel. Longitudinal pleats on 
vascular graft structures are well known in the art see for example as evidence Rhodes US 
5,122,154 and Trescony US 5,653,745, both cited previously. 

Referring to claims 2 and 4-6, Chevillon discloses the graft (3) to cover an exterior 
surface of the stent (5', 5"; see fig. 10, 1 1), the graft formed of dacron ( P0056), and the stent to 
be self-expanding made of superelastic nickel titanium (P0061). 

Referring to claim 3, Chevillon discloses attached of the stent (5") to the graft (3) by an 
attachment means (7), however does disclose the attachment means to be a staple (Chevillon 
discloses sutures instead of staples). Lunn teaches in the same field of stent graft's the use of 
staples as a common attachment means (col. 5, lines 10-14). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to combine Chevillon's in 
view of Lunn's stent-graft with Lunn's teaching of staples as a common attachment means, in 
order to provide a stent-graft attachment by an alternate means (staple instead of suture-both 
known to be common means for attachment in the art). 

Claims 1, 2, 5, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buirge et al. (US 5,693,085, cited previously) in view Lunn (US 5,476,506, cited previously) and 
Milo (US 6,206,91 1 Bl, cited previously). Referring to claim 1, Buirge discloses a single stent 
(10; 40; fig.l or 3; and stents incorporated by references in US 4,954,126 and US 4,776,337 for 
example), and a graft (12), the stent (10) being covered by the entire length of the graft (12; 



Application/Control Number: 10/622,725 Page 6 

Art Unit: 3738 

fig.l) and the stent shown to have various configuration and discloses to be any suitable stent 
design (col.3, lines 36-60; col.6, lines 65-67). Buirge discloses the stent-graft substantially as 
claimed, however does not disclose the specific stent structure claimed or the graft to have 
longitudinal pleats. Milo discloses an alternate stent design (see figure 3) having diamond cells 
(35) arranged in a cylinder (cylindrical elements) spaced by sinusoidal rings (43), two peaks at 
least between circumferentially adjacent diamonds (see fig.3, attachment 2 provided with 
previous action). Stents of various structures are well known in the art. It would have been 
obvious to substitute one stent for the other. Lunn teaches in the same field of stent-grafts, the 
use of longitudinal pleats (22, 24) on grafts (10) in order to provide an increased expansion 
capability (col.3, lines 10-16, 37-47). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to combine Buirge's stent-graft, with Milo's teaching 
of an alternate stent design and with Lunn's teaching of longitudinal pleats in order to provide a 
stent-graft with increased capability to expand to the desired diameter of a patient's vessel. 
Longitudinal pleats on vascular graft structures are well known in the art see for example as 
evidence Rhodes US 5,122,154 and Trescony US 5,653,745, both cited previously. Stent 
structures with diamond cells and sinusoidal rings are also well known in the art, see Chouinard 
(US 6,585,758; fig.6, 7), Vargas (US 6,652,541 Bl; fig.7), Culombo (US 6,190,405 Bl; fig.l) 
for further evidence of such commonly known stent designs. 

Referring to claims 2, 5, and 6, Buirge discloses the graft (12) to be attached to the 
exterior of the stent (fig.l), and the stent to be self-expanding nickel-titanium (col.3, lines 36- 
55). 

Conclusion 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Conine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



